This is a critical abstract of an economic evaluation that meets the criteria for inclusion on NHS EED. Each abstract contains a brief summary of the methods, the results and conclusions followed by a detailed critical assessment on the reliability of the study and the conclusions drawn.
Study sample
Power calculations were reported. At each time point up to 6 months, the study had at least 70% power to detect a 10-point difference in the health-related quality of life scales, and at least 60% power to detect a 20% difference in return to normal activities. The authors stated that the power of the analyses in the paper was actually higher than this, because they used appropriate statistical methods for analysing longitudinal data.
Of 1,201 AMI patients aged less than 75 years, 187 patients satisfied the inclusion criteria. However, 45 of these did not consent to be randomised to treatment. Thus, 142 patients were randomised to either REHAB (n=70) or ERNA (n=72).
Study design
This was a randomised controlled trial (RCT) that was conducted in a single centre. The patients were followed up clinically for 6 months, and by questionnaire for 12 months. There were 9 time periods during the 12 months at which patients should have been assessed (every week for 6 weeks, then at 12 weeks, 6 months and 1 year post infarction). Thirteen patients did not complete any questionnaires. Thus, the effective sample was 129 (69%) of the 187 eligible patients. Any patient who missed a questionnaire and all subsequent ones were described as lost to follow-up. The loss to follow-up was:
at 3 months, 15 in the ERNA group and 15 in the REHAB group; at 6 months, 19 in the ERNA group and 17 in the REHAB group; and at 12 months, 34 in the ERNA group and 33 in the REHAB group.
The completion and dropout rates were similar in the two groups.
Analysis of effectiveness
The analysis of effectiveness was conducted on the basis of treatment completers only. The health outcomes included four health-related quality of life domains and four measures of return to normal activities. The health-related quality of life domains were physical abilities, distress, usual activities and self-care. Patient-perceived health-related quality of life was estimated using a cardiovascular extension of the Health Measurement Questionnaire (see Other Publications of Related Interest). Return to normal activities provided a measure of return to level of health before the AMI. It was assessed on the basis of:
whether the patient undertook any hours of paid work; whether the patient resumed the pre-AMI hours of paid work; whether the patient resumed any hours of unpaid activities; and whether the patient resumed their pre-AMI hours of unpaid activities.
The sample size for the return to work measures was 76, as these were the patients who had been in paid work before their AMI. Of these, 65 (86%) provided information on their hours of paid work during the follow-up. The sample size for the measure of return to any unpaid normal activities was 119 patients. Of these, 110 patients provided information
